
June 7,2004 

INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas + PhytoPharmica 

Tyler Encapsulations d Vitaline Formulas ____..___ ---_.-----__.---_~-__.- 
9755 SW Commerce Circle, Suite I32 

Wilsonville, OR 97070 
P: 503.582.8386 > F: 503.582.0467<~ * I 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

ENZYMATIC THERAPY’ 
&l 

PHYTOPHARMICA’ 
____ - .._. --- _._.-- - ---- -_-.-. .--.-- 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 3 F: 888.570.6460 (Enzymatic) 

P: 9,?-?,.469.9099 + F: 920.469.4418 (Phyto) 
i ~ ;,-, :;,“::S 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 201(g){ l)(C) of the act and comply with section 403(r)(6) of the act. 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and 
may be exploratory in nature. 

. ‘PRODUCT ,‘; ” : ,/’ ::;{ ‘:$ff,;$:,;, ;~~~~~@pq&~;;“~: 
“’ NAME iI: ;: :,‘..:. * ;; ‘-$;.;fj+: ;\fj;i,: ~,~~~~~,,:_-;!:~~~~~~~, )_ ,I. *; ,~ ̂  : ;, ) ‘” ‘,i ‘Y+,.,; ,: ,,_ ,1 I 6, ,i ; ,~,, ,p ̂ ,*,“$ 2, .$“: I ,$g; & 

j : :” “,. & : > ,qs, -,;;;$+; ;!‘;,j $‘.,“J” 3%~ ‘2i : _ 
Immun’Age Immun”Ageis especially formulated to help fight the Fermented Papaya 

factors associated with aging, by supporting the body’s 
adaptive systems of oxidation/reduction regulation, 
immunomodulation, and chelation of harmful metal I 

I 
ions,* To date, there are over 30 scientific studies that 
support its antioxidant, immuno-modulation and metal 
ion chelation activity.* _--- i 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc 
has substantiation that the statements are truthful and not misleading. 

By: . 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: Liz//7 lo4 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 

Immun’Age 6e 



‘ 

E N Z Y M A T IC T H E R A P Y  
, P 4  c 0  R  F 3  i?  A  T E  r2  

I N T E G R A T W E  T H E R A P E U T I C S  INC.” E N Z Y M A T I C  T H E R A P Y ’ 
NF  Fo rmu las  * Phy toPha rm ica  &  

Tyler  Encapsu la t ions  8  V i ta l ine  Fo rmu las  P H Y T O P H A R M I C A ’ 
_ _ _ - _  . _ _ _ _ _  ---I_ ----- . -_~--  ..- 

9 7 5 5  S W  C o m m e r c e  Circle,  Su i te  B 2  8 2 5  C h a l l e n g e r  Dr ive,  G r e e n  Bay,  W I 5 4 3 1 1 - 8 3 2 8  
Wi lsonv i l le ,  O R  9 7 0 7 0  p:  9 2 0 . 4 6 9 . 1 3 1 3  * F: 8 8 8 5 7 0 . 6 4 6 0  (Enzymat ic )  

P :  5 0 3 . 5 8 2 . 8 3 8 6  o  F: 5 0 3 . 5 8 2 . 0 4 6 7  P:  9 2 0 . 4 6 9 , 9 0 9 9  +  F: 9 2 0 . 4 6 9 . 4 4 1 8  (Phyto)  

J u n e  7 ,2 0 0 4  

O ffice o f N u tr i t ional P roducts,  L a b e l i n g  &  
Dietary  S u p p l e m e n ts, H F S  8  1 0  
C e n te r  fo r  F o o d  S a fe ty a n d  A p p l i e d  N u tri t ion 
F o o d  a n d  D r u g  A d m inist rat ion 
5  1 0 0  P a i n t B ranch  P a r k w a y  
Co l l ege  Park ,  M D  2 0 7 4 0  

R E : L a b e l  C la ims/Disc la imers  

D e a r  S ir o r  M a d a m : 

Th is  letter is to  n o tify y o u  th a t th e  fo l l ow ing  p r o d u c t is M a n u factured,  P a c k e d , a n d /o r  Dis t r ibuted by  E n z y m a tic 
Therapy ,  Inc.  a t 8 2 5  Cha l l enge r  Dr ive,  G r e e n  B a y , W iscons in  5 4 3  1 1  h a s  a  labe l  th a t c o n ta ins  a  s ta tement  
p rov ided  by  sect ion 403( r ) (6 )  o f th e  Fede ra l  F o o d , D r u g  a n d  C o s m e tic A c t. E n z y m a tic Therapy ,  Inc.  w ishes  to  
ta k e  a d v a n ta g e  o f th e  e x e m p tio n  to  sect ion 201(g) ( l ) (C)  o f th e  act  a n d  comp ly  wi th sect ion 403( r ) (6 )  o f th e  act. 
T h e s e  c la ims a re  n o t necessar i l y  fo r  a  p r o d u c t w e  current ly  m a r k e t o r  p l a n  to  m a r k e t in  th e  i m m e d i a te  fu ture,  a n d  
m a y  b e  exp lora tory  in  n a ture.  

’ 

Im m u n ’A g e  Im k u n ’A g e  w a s  fo u n d  to  stim u l a te  p r o d u c tio n  o f 1  F e r m e n te d  P a p a y a  
supe rox ide  by  n e u trophi ls  a n d  m a c r o p h a g e  wh i le  
inh ib i t ing th e  p r o d u c tio n  o f h a r m fu l  hydroxy l  radicals.*  
S u c h  find i ngs  s u g g e s t th a t Im m u n ’A g e  fu n c tio n s  n o t 
s imp ly  as  a n  a n tiox idant ,  b u t as  a  f ree- rad ica l  
regulator .*  

I cert i fy th a t th e  in fo rmat ion  c o n ta i n e d  in  th is  n o t ice is c o m p l e te  a n d  accura te  a n d  th a t E n z y m a tic Therapy ,  Inc.  
h a s  substant ia t ion th a t th e ‘sta e m e n ts a re  truthful a n d  n o t m is lead ing.  

+ !uJes- i  I 

B y : 
R o b e r t D o s te r  

Tit le: S e n i o r  V ice P res ident  o f S c i e n tific A ffa i rs  



t 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(9iO)406-360s. 

Michael P. Devereux 
Chief Financial Officer 

Immun’Age 7e 



INTEGRATIVE TbiERAPEUilCS INC.” ENZYMATIC THERAPY* 
NF Formulas 6 PhytoPharmica ST 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA’ 
_._-.-- .._- ..__ .._~ ___.-._. .-.- ..-_.... ._. _---. _ 

9755 SW Commerce Circle, Suite 82 
Wilsonville, OR 97070 

P: 503.582.8386 9 F: 503.582.0467 

825 Challenger Drive, Green Bay, WI 54317-8328 
P: 920.469.1313 J F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 P F: 920.469.4418 (Phyto) 

June 7,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the a:. 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and 
may be exploratory in nature. 

PRODUCT 
‘NAME 

Immun’Age 
a critical role in immune function and cen6al and - 
peripheral neuronal transmission. In vitro studies 
observed Immun’Age’s interaction with NO and 
inducible nitric oxide synthase (iNOS). The study 
showed Immun’Age both scavenges NO and promoted 
its production in a dose-dependent manner from 
particular neutrophils and macrophages.* Further, in 
an open randomized controlled clinical trial, 
researchers observed that administration of 
Immun’Age supported healthy levels of superoxide, 
nitric oxide and glutathione in blood monocytes, 
suggesting once again its antioxidant regulatory 
properties.* 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas .+ PhytoPharmica 6I 

Tyler Encapsulations 9 Vitaline Formulas PHYTOPHARMICA. 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 54311-8328 
Wilsonville, OR 97070 P: 920.469.1313 6 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 z. F: 503.582.0467 P: 920.469.9099 u F: 920.469.4418 (Phyto) 

June S,2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 20 1 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. 
These claims are not necessarily for a product we currently market or plan to market in the immediate frturc, a:ld 
may be exploratory in nature. 

PRODUCT 
NAiViE 

Immun’Age 
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In hu$an subject;, ImmuA’Age limited lipid peroxidation 
caused by oxygen radicals from pulmonary phagocytes.* 
Further it was observed that intake also stimulated 
antioxidant activities of RBC’s and WBC’s.” In vivo 
studies demonstrated enhanced levels of glutathione 
and SOD in erythrocytes and leukocytes after 
administration of Immun’Age.* 

Fermented Papaya 

I 

I certify that the informatibn contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. 
has substantiation that the statements are truthful and not misleading. 

D. r. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 



INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 
NF Formulas + PhytoPharmira b 

Tyler Encapsulations * Vitaline Formulas PHYTOPHARMICA. 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 54317 -8328 
Wilsonville, OR 97070 P: 920.469.1313 o F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 0 F: 503.582.0467 P: 920.469.9099 * F: 920.469.4418 (Phyto) 

June S, 2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and 
may be exploratory in nature. 

PRODUCT 
NAME 

Immun’Age 
healthy immune function in several ways.* Researchers 
have found increased immune and antioxidant activity in 
macrophages associated with supplementation of 
Immun’Age.* In vivo studies have shown increased 
activation of natural killer cell activity.* Furthermore, 
human trials have demonstrated that oral administration 
of Immun’Age for one month increased the mean rate of 
gamma interferon production.* Among the many actions 
of interferons is their stimulator-y effect on lymphocytes. 
Immun’Age may induce T-cell and B-cell activity 
indirectly via increased interferon production.* J- 



I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. 
has substantiation that the statements are truthful and not misleading. 

By: 
+!JmL4 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: G /v/&q 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Sincerely, 

Chief Financial Officer 

Immiin’Age 1 Oe 



ENZYMATIC THERAPY 
! PI c D n F i7 RI-\ / -- E ;‘3 

what Better-feels like.? 
- 

INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 
NF Formulas + PhytoPharmica a 

Tyler Encapsulations u Vitalin& iormuias PHYTOPHARMICA’ 
___-..- ..___ ------_-----.-----~.--~_ ._ -----.- 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 3 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 J F: 503.582.0467 P: 920.469.9099 3 F: 920.469.4418 (Phyto) 

June 9,2004 ’ 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and 
may be exploratory in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc 
has substantiation that the statements are truthful and not misleading. 

#J&!&4 
By: 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: o/dYj . 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas 9 PhytoPharmica 

Tvler EncaDsutations ..* Vitaline Formulas 

6r 
PHYTOPHARMICA” 

s 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 CR F: 888570.6460 (Enzymatic) 

P: 503.582.8386 A F: 503.582.0467 P: 920.469.9099 9 F: 920.469.4418 (Phyto) 

June 9,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymati.: 
Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and 
may be exploratory in nature. 

1 oxide synthase activity* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. 
has substantiation that the statements are truthful and not misleading. 

jif4vlec 
By: 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: b/+lDY 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY. 
NF Formulas + PhytoPharrbica kt 

Tyler Encapsulations 5 Vitaline Formulas PHYTOPHARMICA- 
.-----.-,-.-- _-_ -.--._----- - ---..-.------.--- - _--- -_------ ..__._..... 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 I-8328 
Wilsonville, OR 97070 P: 920.469.1313 o F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

1 

June 10.2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and 
may be exploratory in nature. 

PRODUCT NAME ‘, ‘. 
‘: ( 

Immun’Age Helps d&&se lipid peroxidation* Fermented Papaya 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. 
has substantiation that the statements are truthful and not misleading. 

By: I 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: bIIohJY 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS fNC.” ENZYMATIC THERAPY’ 
NF Formulas * PhytoPharmica & 

Tyler Encapsulations ‘0 Vitaline Formulas PHYTOPHARMICA. 
----._ --- --_--- .-____----- 

9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 .* F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 3 F: 503.582.0467 P: 920.469.9099 9 F: 920.469.4418 (Phyto) 

June lo,2004 ’ 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and 
may be exploratory in nature. 

superoxide dismutase” 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. 
has substantiation that the statements are truthful and not misleading. 

By: 
jzL&!lec 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 4 !lo/oy 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas + PhytoPharmica 

Tyler Encapsulations o Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 
Wilsonville, OR 97070 

P: 503.582.8386 3 F: 503.582.0467 

ENZYMATIC THERAPY’ 
a 

PHYTOPHARMICA* 
__I .--- _- -----__--- __._ -._ 
825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 o F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 o F: 920.469.4418 (Phyto) 

June 10. 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymati,: 
Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 201(g)(l)(C) ofthe act and comply with section 403(r)(6) of the act. 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and 
may be exploratory in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. 
has substantiation that the stat ments are truthful and not misleading. 

plaesel 
By: 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: &/Oh/ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



ENZYMATIC THERAPY 
!NCOX PORATES 

What i3ettwfa.i like? 
- 

INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
NF Formulas + PhytoPharmica L 

Tyler Encapsulations + Vitaline Fortidas PHYTOPHARMICA’ 
-_-_-__-_--.-_----___. --- ---.- ~ .-.------.- x_-..-- .._.. - _____ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 B F: 503.582.0467 P: 920.469.9099 ‘P F: 920.469.4418 (Phyto) 

June 11,2004 ’ 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic; 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and 
may be exploratory in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. 
has substantiation that the statements are truthful and not misleading. 

By: PC&4 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: lalll& 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



FNZYMATIC THERAPY 

INTEGRATIVE THERAPEUTICS INC.‘- ENZYMATIC THERAPY’ 
NF Formulas + PhytoPharmica & 

Tyler Encapsulations + Vitaiine cormulas PHYTOPHARMICA’ 
----~---- --___-I___ ------~_-_- .--._----..-._ ___ __ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 I-8328 
Wilsonville, OR 97070 P: 920.469.1313 + F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 r) F: 503.582.0467 P: 920.469.9099 *\ F: 920.469.4418 (Phyto) 

June II,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at S25 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and 
may be exploratory in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. 
has substantiation that the statements are truthful and not misleading. 

By: I 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 
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INTEGRATlVE THERAPEUTICS INC.” ENZYMATIC THERAPY’ 
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9755 SW Commerce Circle, Suite I32 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.469.1313 n F: 888.570.6460 (Enzymatic) 
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’ June 11, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section’20l(g)( l)(C) of the act and comply with section 403(r)(6) of the act. 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and 
may be exploratory in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. 
has substantiation that the statements are truthful and not misleading. 

By: 
pa!&4 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Sincerely, 

Mi 
Chief Financial Officer 
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Wilsonville, OR 97070 
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June 1 1, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 
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PHYTOPHARMICA’ 
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825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 7 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 9 F: 920.469.4418 (Phyto) 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzyme &: 
Therapy. Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and 
may be exploratory in nature. 
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Immun’Age Helps increase interferon production* Fermented Papaya 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. 
has substantiation that the statements are truthful and not misleading. 

By: I 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Sincerely, 

. 
Michael P. Devereux 
Chief Financial Officer 
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INTEGRATIVE THERAPEUTICS INC.” ENZYMATIC THERAPY* 
NF Formulas + PhytoPharmica & 

Tyler Encapsuktions * Vitaline Fbrmulas PHYTOPHARMICA- 
----__-- _____ - -- 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 54311-8328 
Wilsonville, OR 97070 P: 920.469-l 313 o F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 1, F: 503.582.0467 P: 920.469.9099 +b F: 920.469.4418 (Phyto) 

June 11, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymati z 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 20 l(g)(l)(C) of the act and comply with section 403(r)(6) of the act. 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and 
may be exploratory in nature. 

I certify that the infomlation contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. 
has substantiation that the statements are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Mi:hael P. Devereux 
Chief Financial Officer 
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INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas iv PhytoPharmica 
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9755 SW Commerce Circle, Suite 82 
Wiisonville, OR 97070 

P: 503.582.8386 Q F: 503.582.0467 

ENZYMATIC THERAPY* 
L 

PHYTOPHARMICA’ 
--..“-___-_______ ---.---.- ._ 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 r* F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 o F: 920.469.4418 (Phyto) 

June 12,2004 ’ 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 20 l(g)(l)(C) of the act and comply with section 403(r)(6) of the act 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, an 1 
may be exploratory in nature. 
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Exhibit metal ion chelation activity* Fermented Papaya 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. 
has substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: bljg& . 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, P 

j&J-m-q 
Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS INC.” 
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!YC3RPJRkTE3 

What Betterfeels ~ti.* - 

9755 SW Commerce Circle, Suite 62 
Wilsonville, OR 97070 

P: 503.582.8386 o F: 503.582.0467 

ENZYMATIC THERAPY’ 
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PHYTOPHARMICA* 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 * F: 888570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

i June 12, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, W isconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and 
may be exploratory in nature. 
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I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. 
has substantiation that the statements are truthful and not misleading. 

By: I 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, F 

/kJJ I%+ 
Michael P. Devereux 
Chief Financial Officer 
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9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 l-8328 

Wilsonville, OR 97070 P: 920.469.1313 c F: 888570.6460 (Enzymatic) 
P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 
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’ June 12. 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement 
provided by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to 
take advantage of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. 
These claims are not necessarily for a product we currently market or plan to market in the immediate future, and 
may be exploratory in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. 
has substantiation that the statements are truthful and not misleading. 

By: #m&4 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 


